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NAVAL MEDICAL RESEARCH CENTER



 Office of Research Administration


	HRPP#:
     
(DoD#:
     )


Request for Amendment to IRB Approved Research

Instructions:  Please submit this completed form to the NMRC Office of Research Administration (ORA).  Contact ORA if you have any questions at (301) 319-7276. 

Amendment Number (provide sequential amendment number):      

Prospective Scientific Review Board Approval Required:  Amendments that affect the statistical analysis plan, the scientific design or methodology must receive SRB approval prior to submission to the IRB (check one): 


 FORMCHECKBOX 

SRB Review Required
 FORMCHECKBOX 

SRB Review NOT Required
The IRB reserves the ability to forward any amendments to the SRB as it deems appropriate.

Prospective IRB Approval Required:  Amendments must receive prospective approval by the IRB (check all that apply): 


 FORMCHECKBOX 

Change in Research Personnel (Complete Parts B – E below as appropriate)

 FORMCHECKBOX 

Change in Research Sites (Complete Part F below)


 FORMCHECKBOX 

Other Amendment or Change (Complete Part G below)

Part A – Background Information

1.
Date:       
2.
Title of Project:      
3.
NMRC / NMRCD Lead Investigator (name):      
Signature: 
_____________________________________

Date: 



5.
Principal Investigator, if different from above (name): 
6.
Primary or Lead IRB (name of institution): 
Part B – Change in Principal Investigator
1.
Name of current Principal Investigator:      
2.
Name of proposed Principal Investigator:       
 FORMCHECKBOX 
  Curriculum Vitae attached if not currently on file with the IRB

 FORMCHECKBOX 
  Signed Statement of Assurance of Principal Investigator attached (IRB Form S)
Title:      
Institution:      
Telephone Number:      

E-mail:      
Human Subject Protection Education (date completed):       

Part C – Change in NMRC / NMRCD Lead Investigator

1.
Name of current Lead Investigator:      
2.
Name of proposed Lead Investigator:       
 FORMCHECKBOX 
  Curriculum Vitae attached if not currently on file with the IRB

 FORMCHECKBOX 
  Signed Statement of Assurance of Lead Investigator attached (IRB Form S)
 FORMCHECKBOX 
  Human Subject Protection Education (date completed): 
Part D – Addition of Research Personnel

1.
Please list the following information for each additional key research personnel involved in the conduct of the study (this includes medical monitors, co-investigators, research coordinators, etc.) (for each please provide (i) name and degrees, (ii) role in the study,  (iii) institutional affiliation and (iv) date human subject protection education was completed): 
     
Part E – Removal of Research Personnel

1.
Please provide the names of all personnel who have been removed from this study (for each please provide (i) name and degrees, (ii) role in the study, and (iii) institutional affiliation): 
     
Part F -- Change in Research Site

Please check applicable change: 
 FORMCHECKBOX 
 
Addition of new study site(s) 

Name of the study site(s) to be added:      
Total number of subjects enrolled at each site:      
List and attach all applicable permissions and/or approvals (e.g., host country approval, facility permission, ethical review committee approval, etc.):      
Please provide justification for adding the new site(s):       
 FORMCHECKBOX 
 
Closure/removal of study site(s) 
Name of the study site(s) to be removed:      
Please provide justification for closing or removing the study site from the protocol:       
Part G – Amendment or Change

1.
Please concisely describe changes (e.g., changes in interventions, procedures, inclusion/exclusion criteria, advertisements for recruitment of subjects, change in the number of subjects, as well as change in research status such as closure to accrual or reopening enrollment.): 

     
2.
Please identify any relevant documents affected by the changes described in Question B.1 above and attach one (1) clean copy and one (1) copy with tracked-changes. (Changes must be tracked in a format that allows black and white printing and so colored text should not be used; please use strikethroughs and underlining to indicate deleted and added text, respectively): 

     
Part H – Chain of Command Review

DEPARTMENT HEAD:  

Signature:
_____________________________________

Date: 



Name/Dept.:
     
OIC / DIRECTOR:

Signature:
_____________________________________

Date: 



Name/Dir.:
     
Part I – Review Determination Record

To be completed by IRB Chair or Vice Chair. 
Please select as applicable:

 FORMCHECKBOX 

Approved via Expedited Review
 FORMCHECKBOX 

Forwarded to Convened (Full) IRB for review and approval


 FORMCHECKBOX 

Approved by the Convened (Full) IRB


 FORMCHECKBOX 

Disapproved by the Convened (Full) IRB

Comments:  

Signature of Reviewing IRB Chair or Vice Chair


Date

Signature of CO or Designated Approving Authority


Date
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